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summarizing events since June 07

1.1 AHETF QN0 AHED®..........cciuiiiiitiiiiiee ittt sn s nnane@ = ‘I Comment [J1]: Includes new material ]

1.3 General Purpose and Description of the AHETF Monitoring Program\ ............................ 1 - { Comment [J2]: Extensively revised ]

2 Plan for Submitting Human Research ProtoCols..............ccc...oovervveenerioseeiserisnesissnvcsnnseinnnennn: 13—~ { Comment [J3]: Calls for resubmitting
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! Entries highlighted in green have not changed in substance since the draft of June 2007
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5.5 Risk of Exposure to Surfactant during Face/Neck and Hand Sampling.. _ -+ Comment [J8]: Changed “detergent”
to “surfactant” throughout section 5.5

use of unfamiliar equipment. Revised

5.6.2 Minimizing the Risk of Injury Associated with Agricultural Wor 33 __ - Comment [39]: No longer refers to
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10.9 Sources of EXpert INFOrMatioN.........c.eviiiiriiiieiiiiesiee s sne e s 63 J, _ W Colmrr:jent [J12]: Entire section
replace

_ - Comment [J13]: §11 13 includes
- new mention of opportunistic collection

of MUs for multiple scenarios in a single
study. Does not acknowledge
requirements for prior approval of all
affected scenarios, and for completeness
of the sample collection plan in the study
protocol.
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12 Scenario Summa

12.2 The Impact of Ignoring Cluster

13.2 Description of Techniques...

14.1.2 Recruiting Subject
14.1.3 Eligibility Criteria... .82
14.1.4 Use of Vulnerable Groups. 84
14.2 Informed Consent Process,
14.3 Subject Remuneration....
14.4 IRB Review Process....

Appendix B. Using Monitoring Units to Characterize Generic EXpOSUre............ccc..coo.coorvvoneren. 110

%ppendix C. Procedures for Determining the Required Number of Clusters and Monitoring
Units per Cluster to Achieve Benchmark Adequacyl.............ccoc.coorvvierreerveenerenn. 127

- “ Comment [J14]: Extensive editorial

revisions

Comment [J15]: Extensive editorial

- 4‘ revisions

- “ Comment [J16]: Includes expanded

discussion of hand wash methods

|

Comment [J17]: No longer discusses
the meaning of the word “community”

|

Comment [J18]: No longer refers to
(1) use of IRB-approved script and (2)
use of video to show dosimetry and how
it would be used. Includes new material
about opportunities for random selection
of workers

Comment [J19]: No longer requires
reading ability.

Comment [J20]: No longer permits
use of LSC employees as subjects. They

are now excluded.
\

Comment [J21]: Now allows consent
interview by other than Study Director.
Promises bi-lingual researcher to
interview Spanish speaking candidates

: and minimal use of interpreters.

Comment [J22]: No longer promises
to consult with local sources concerning
the level of compensation. Now

) anticipates that IRB might ask for change.

Comment [J23]: Replaces specific
references to WIRB with generic refs to
IRBs

Comment [J24]: No longer defines
“purposive diversity sampling”,
“surrogate distribution”, or “target
population”.

Revised definitions of “benchmark
objective”, “cluster”, “distribution of
exposure”, “MU”, “normalized
exposure”, and “selection”.

Added new definitions of “AaiH”,
“diversity selection”, “future handler-day
population”, “handler-day”, “meta-
factor” , “monitoring site”, “potential Al
contact”, “reference random sampling
model”, “stratified diversity selection”,

| “two-stage selection of MUs”.

Comment [J25]: Entire Appendix

| replaced

Comment [J26]: Sections C-1 and C-
2 replaced. Remaining sections revised
modestly.




